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DETAILED ACTION 

1. Applicant's amendment filed 3 January 2007 has been entered. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

2. Claims 1, 2, 5-7 and 9-12 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 recites that a first immunosensor generates a signal based on the formation 
of a sandwich between an immobilized antibody, a target analyte and a labeled antibody. It 
is unclear as to whether the immunosensor system requires an immobilized antibody, a 
target analyte and a labeled antibody in the form of a sandwich, or whether the 
immunosensor merely requires a sensor that is capable of generating a signal based on a 
sandwich. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country 
or in public use or on sale in this country, more than one year prior to the date of application 
for patent in the United States. 

3. Claims 1, 9, 11, 12 and 69 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Piran et al. (US 6,087,088). 

Piran et al. teach an immunosensor system comprising: a first immunosensor that 
generates a signal based on the formation of a sandwich between an immobilized antibody, 
a target analyte and a labeled antibody, wherein a portion of the signal arises from non- 
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specific binding of the labeled antibody in the region of the first immunosensor (antibody to 
the analyte is immobilized to the first immunosensor and the analyte and a labeled antibody 
form a complex, first antibody to analyte, col. 4, lines 27-30; target analyte bound with 
specific labeled probe, col. 5, lines 1-5; a label is specific for and binds to analyte, col. 5, 
lines 8-12; sandwich immunoassay, col. 6, lines 3-5; analyte TSH binds to immobilized anti- 
TSH and label binds to TSH, col. 6, lines 10-24); and a second immunosensor that acts as 
an immuno-reference sensor and generates a signal that is the same as the non-specific 
binding that occurs in the first immunosensor signal (second immunosensor is used as a 
reference and is used to adjust the signal of the first immunosensor for non-specific binding, 
reference signal mathematically corrects the signal from first labeled antibody, col. 4, lines 
40-47), and has an immunocomplex between an immobilized antibody and an endogenous 
or exogenous protein that is in the sample and is not the target analyte (antibody to IgG is 
immobilized on the second immunosensor and IgG is an endogenous or exogenous protein, 
anti-IgG is used for calibration purposes, col. 5, lines 59-67; col. 7, lines 44-67). 

With respect to claim 11, Piran et al. teach both antibodies immobilized on 
microparticles with a diameter that varies from 10 nm to several microns in diameter (col. 
7, lines 11-15), which is partially encompassed by the recited range of 0.01-5.0 jam in 
diameter. 

With respect to claims 9, 12 and 69, the claims are drawn to the properties of a 
sample to be tested in the immunosensor system, the concentration of endogenous or 
exogenous protein in a sample and the type of sample. While the prior art does not 
specifically recite the concentration of protein in the sample as claimed, such a limitation is 
merely an intended use which the prior art would inherently be capable of doing. The only 
distinction between applicant's claims and the prior art is recited in the functional language. 
It is incumbent upon applicant to show that the application disclosed by Piran et al. is not 
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actually capable of performing such functions. See In re Ludtke 1971, 169 USPQ 563 (CCPA 
1971) and In re Swinhartetal, 169 USPQ 226 (CCPA 1971). 

4. Claims 1, 2, 5-7, 9, 10, 12, 69 and 70 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ding et al. (US 2001/0029048) in light of Lee et al. (US 4,722,889). 

Ding et al. teach an immunosensor system comprising: a first immunosensor that 
generates a signal based on the formation of a sandwich between an immobilized antibody, 
a target analyte and a labeled antibody (first electrode has immobilized antibody, analyte 
and labeled antibody form sandwich assay, par. 22, 24 and 25, first analyte may be hCG, 
par. 20), and a second immunosensor comprising an immunocomplex between an 
immobilized antibody and an endogenous or exogenous protein that is in the sample but not 
the target analyte (second electrode detects second analyte which may be an endogenous 
or exogenous protein, IgG, par. 18-20, second electrode has immobilized antibody and 
protein binds to immobilized antibody, par. 22-25). Although Ding et al. does not 
specifically teach the portion of the first signal arising from non-specific binding of the 
labeled antibody in the region of the first immunosensor, Lee et al. teach that other 
components in a fluid may non-specifically bind with antibodies specific for hCG (col. 1, lines 
29-40). Therefore, at least a portion of the signal arising from the first immunosensor of 
Ding et al. is from non-specific binding. Furthermore, the instant specification teaches that 
an antibody that binds to plasma proteins is suitable for generating a signal that is the same 
or related to the degree of non-specific binding in the region of the first immunosensor at 
page 18, paragraph 85. Ding et al. teach an antibody that binds to fibrinogen (a plasma 
protein) and therefore generates a signal that is the same or related to the degree of non- 
specific binding in the first immunosensor region. 

With respect to claim 2, Ding et al. teach the first and second immunosensors being 
electrochemical (par. 21). 
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Regarding claims 5-7 , Ding et al. teach the immunosensor contained in an 
electroanalytical cell made of Teflon (par. 9, 22), which is a cartridge, and a cell is capable 
of being disposed, and is therefore disposable. Ding et al. also teach the target analyte 
being hCG (par. 20) and the immobilized antibody in the second immunosensor being to a 
plasma protein (fibrinogen, par. 20, is a plasma protein). 

With respect to claim 10, the instant specification teaches that antibodies to analyte 
of fibrinogen having an acceptable affinity constant within the range of about lxl0(-7) to 
about lxl0(-15) at page 19, paragraph 85. Ding et al. teach an analyte of fibrinogen (par. 
20) and an antibody that binds to the analyte (par. 14). Therefore according to the instant 
specification, the antibody to fibrinogen has an affinity within the recited range. 

Regarding claims 9, 12, 69 and 70, the claims are drawn to the properties of a 
sample to be tested in the immunosensor system, the concentration of endogenous or 
exogenous protein in a sample and the type of sample. While the prior art does not 
specifically recite the concentration of protein in the sample as claimed, such a limitation is 
merely an intended use which the prior art would inherently be capable of doing. The only 
distinction between applicant's claims and the prior art is recited in the functional language. 
It is incumbent upon applicant to show that the application disclosed by Ding et al. is not 
actually capable of performing such functions. See In re Ludtke 1971, 169 USPQ 563 (CCPA 
1971) and In re Swinhartetal, 169 USPQ 226 (CCPA 1971). 

Response to Arguments 

5. Applicant's arguments filed 3 January 2007 have been fully considered but they are 
not persuasive. 

At pages 4-11, applicant argues the rejection under 35 USC 112, second paragraph. 
Applicant argues that regarding the rejection of the clarity of whether the immunosensor 
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system requires an immobilized antibody, target analyte and labeled antibody, the MPEP 
states that "examiners are encouraged to suggest claim language to applicants to improve 
the clarity or precision of language used, but should not reject claims or insist on their own 
preferences if other modes of expression selected by applicants satisfy the statutory 
requirement", and therefore the claim recites what is required. Applicant also argues that 
the present application teaches that the signal generated by the first immunosensor is 
based on the formation of a sandwich between an immobilized antibody, target analyte and 
a labeled antibody and therefore the claims recite what is required. Applicant's arguments 
are not persuasive because they do not attempt to clarify the claim language recited in 
claim 1. Claim 1 requires a first immunosensor that is capable of generating a signal based 
on the formation of a sandwich between an immobilized antibody, target analyte and 
labeled antibody, but does not recite whether the elements of the sandwich (immobilized 
antibody, target analyte and labeled antibody) are specifically required for the 
immunosensor system or whether the first immunosensor must merely be capable of 
generating a signal from these elements. The claim remains unclear. 

At pages 12-20, applicant argues the rejections under 35 USC 102(b). Regarding 
the rejection of Piran, applicant argues that Piran fails to teach a second immunosensor that 
generates a signal that is the same or predictably related to the non-specific binding signal 
because Piran teaches two different labels while the present inventions teaches one label. 
Applicants argument is not persuasive because the claim language of claim 1, "comprising", 
is open and does not exclude other elements from the system, and therefore does not 
exclude a second label on the second sensor that is different from the label on the first 
sensor. Applicant further argues that the technique of eliminating interferences of Piran is 
completely different from the instant invention. This argument is not persuasive because 
the system of Piran teaches the recited elements of claim 1 and the claim is drawn to a 
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product claim, therefore different methods of using the systems, alone, does not render the 

claim free of the prior art. 

Applicant argues that since the office argues that Ding does not specifically teach "a 

portion of the first signal rising from non-specific binding of the labeled antibody in the 

region of the first immunosensor" the claim does not teach the second immunosensor that 

acts as an immuno-reference sensor and generates a signal that is the same as or 

predictably related to the degree of non-specific binding which occurs in the region of the 

first immunosensor. Applicant states that according to the MPEP, a claim is anticipated only 

if each and every element as set forth in the claim is either expressly or inherently 

described in a single prior art reference. Applicant further improperly argues the rejection 

as a rejection under 35 USC 103(a) and argues that the examiner fails to provide 

motivation to combine Ding et al. with Lee. Applicant's arguments are not persuasive 

because the rejection is an inherency rejection made under 35 USC 102(b) and motivation 

is not required to combine references. According to MPEP § 2131.01: 

Normally, only one reference should be used in making a rejection under 35 U.S.C. 
102. 

However, a 35 U.S.C. 102 rejection over multiple references has been held to be 
proper when the extra references are cited to: 

(A) Prove the primary reference contains an "enabled disclosure; " 

(B) Explain the meaning of a term used in the primary reference; or 

(C) Show that a characteristic not disclosed in the reference is inherent. 

x To serve as an anticipation when the reference is silent about the asserted inherent 
characteristic, such gap in the reference may be filled with recourse to extrinsic 
evidence. Such evidence must make clear that the missing descriptive matter is 
necessarily present in the thing described in the reference, and that it would be so 
recognized by persons of ordinary skill." 

In the instant rejection, Lee is relied upon to show an inherent feature not disclosed by Ding 

et al. Ding et al. do not specifically state that a portion of the signal from the first 

immunosensor is due to non-specific binding. However, when binding occurs non-specific 
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binding inherently occurs absent any measures to prevent non-specific binding. Lee et al. is 
relied upon to show that this feature is inherent in a binding assay. 

Regarding the rejection of Ding et al. in view of Lee, applicant further argues that the 
examiner uses impermissible hindsight reasoning to reach the conclusion of obviousness. 
Applicant's argument is not persuasive because this argument is only a valid argument for 
obviousness rejections under 35 USC 103(a) and the instant rejection is under 35 USC 
102(b) and is therefore not applicable. However, for clarification purposes, applicant's 
disclosure is relied upon to show the inherency of a portion of the signal of Ding et al. being 
from non-specific binding and is therefore not relied upon for any disclosure of art. 

Conclusion 

No claims are allowed. 
6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant 
to 37 CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no 
event, however, will the statutory period for reply expire later than SIX MONTHS from the 
mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melanie Yu whose telephone number is (571) 272-2933. 
The examiner can normally be reached on M-F 8:30-5. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on (571) 272-0823. The fax phone number for the 
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